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REMARKS 

In the office action mailed July 18, 2003, the Examiner rejected claim 52 
under 35 U.S.C. §112, first paragraph. Claims 25-27, 31-33, and 52 were 
rejected under 35 U.S.C. §1 03(a) as being unpatentable over U.S. Patent No. 
5,957,949 to Leonhardt in view of U.S. Patent No. 5,41 1 ,552 to Andersen. 
Applicants respectfully request reconsideration of the application in view of the 
following comments. 

Rejection Under 35 U.S.C. §112 

In the office action, the Examiner rejected claim 52 under 35 U.S.C. §112, 
first paragraph, as allegedly failing to comply with the written description 
requirement. Claim 52 recites that the flow control device additionally comprises 
a frame coupled to the valve body. The Examiner asserted in paragraph 2 of the 
office action, that "the specification does not support the frame being coupled 
("defined as "linked" or "connected") to the valve body." 

Applicants respectfully disagree. Merriam-Webster's Collegiate Dictionary 
provides several definitions for the word "coupled", including "to connect for 
consideration together", "to join for combined effect", and "to fasten together." 
(See excerpt from Merriam-Webster's Collegiate Dictionary, Tenth Edition, 
attached hereto as Exhibit A.) The specification provides support for the frame 
being "coupled" to the valve body under any of the foregoing definitions. Figures 
1 and 2 of the specification, for example, show one possible embodiment of a 
flow control device where the valve body 24 is coupled to the frame 30 via a 
valve support 22. The valve support 22 provides a connection or a link between 
the valve body 24 and the frame 30. Although the valve body 24 and frame 30 
are not directly contacting one another in Figures 1 and 2, Applicants note that 



Response to Office J^pon 
Gholam-Reza Zadno-Azizi, et al. 
U.S.S.N. 10/071,620 

the foregoing definitions do not require direct contact between two elements. 
Thus, the frame 30 is shown "coupled" to the valve body 24 in Figures 1 and 2. 

Figure 8 shows another embodiment of the flow control device wherein the 
frame is coupled to the valve body and directly contacts the valve body. As 
described in the last paragraph of page 7 (which extends through page 8) of the 
specification, Figure 8 shows a conically shaped portion 50 of the frame 46, 
which provides a passageway 52 for operation of the valve mechanism. As 
stated on page 8, lines 7-8, the "valve body 56 [of the frame 46] extends across 
the passageway 52." Thus, Figure 8 and the corresponding description describe 
another embodiment of a flow control device where the frame is coupled to the 
valve body, thereby providing further support for claim 52. 

In support of the rejection of claim 52 under Section 112, the Examiner 
stated that "on page 6, lines 9-16 [of the specification], applicant teaches 
opposite of this claim limitation, specifically that a cylindrical element 36 between 
disk elements 38, 40 is used to separate the valve body from the seal, within 
which the frame is located." The examiner seems to imply that the use of the 
word "coupled" to describe two items precludes the two items from being 
separated by an intermediate item. However, the definitions of the word 
"coupled" do not provide such a preclusion and the examiner has provided no 
support for such an interpretation of the word "coupled." Thus, the description at 
page 6, lines 9-16, which describes an intermediate structure between the frame 
and valve body, is in no way at odds with the frame being "coupled" to the valve 
body. 

The examiner further stated that "[t]he specification teaches separating the 
valve body and the frame so that the valve body will not be distorted when the 
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frame expands." As discussed, use of the word "coupled" to describe two items 
does not preclude the two items from being physically separated, as it is still 
possible for the two items to be indirectly connected by an intermediate item. Nor 
does the use of the word "coupled" to relate the frame to the valve body indicate 
one way or the other whether the frame expansion distorts the valve body. Thus, 
although claim 52 recites that the frame is coupled to the valve body, the claim is 
silent as to whether or not the frame expansion distorts the valve body. 
Consequently, the use of the word "coupled" to relate the frame to the valve body 
is in no way opposite the description in the specification. 

In view of the foregoing, applicants respectfully submit that the rejection of 
claim 52 under Section 112 should be withdrawn. 

Rejection Under 35 U.S.C. §103(a) 

Claims 25-27, 31-33, and 52 were rejected under 35 U.S.C. §1 03(a) as 
being unpatentable over U.S. Patent No. 5,957,949 to Leonhardt in view of U.S. 
Patent No. 5,41 1 ,552 to Andersen. However, Applicant respectfully submits that 
the claims recite subject matter that is nether taught nor suggested by either 
Leonhardt or Andersen, both alone and in combination. For example, 
independent claim 25 recites the steps of placing in a pulmonic passageway a 
flow control device which has a resilient seal secured to a valve body. Both 
Leonhardt and Andersen fail to teach or suggest a flow control device which has 
a resilient seal. Accordingly, Applicants respectfully submit that the rejection of 
claims 25-27, 31-33, and 52 should be withdrawn. 

Leonhardt describes a valve stent 20 comprised of three elements, 
including a stent 26, a biological valve 22, and graft material 24. In paragraph 4 
of the office action, the examiner asserted that the graft material 24 corresponds 
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to the "resilient seal" of claim 25. However, unlike the resilient seal recited in 
claim 25, the graft material 24 is not resilient. Leonhardt describes the graft 
material 24 at column 5, lines 53-61 , stating that the graft material 24 "is a thin- 
walled biocompatible, flexible and expandable, low-porosity woven fabric, such 
as polyester or PTFE." Nowhere in this description nor in any other part of the 
specification does Leonhardt state or even imply that the graft material 24 can be 
a resilient material. Indeed, at column 5, lines 59-61, Leonhardt states that the 
graft material 24 is tapered in order to prevent bunching of the graft material once 
placed in the patient. It is unlikely that a resilient material would bunch, as a 
resilient material would have the ability to recover its shape after deformation. 
This indicates that the graft material of Leonhardt is not resilient. 

Rather than showing a graft material that is resilient, Leonhardt indicates 
that the graft material 24 is a material that passively conforms to the shape of the 
stent 26 to which it is attached. For example, Leonhardt describes at column 5, 
line 62 through column 6, line 8 how the graft material is attached to the stent 26 
so that the material conforms tightly to the stent. Any resilient characteristics of 
the Leonhardt valve stent are provided solely by the stent 26, which is formed of 
a nitinol wire having superelastic characteristics. Leonhardt provides no 
suggestion or motivation for modifying the graft material to be resilient. 

Andersen also fails to teach or suggest a flow control device which has a 
resilient seal that seals with a wall of a pulmonic passageway. Andersen 
describes a valve prosthesis for implantation in the body. The valve prosthesis 
includes a tubular means 24 having a cylinder surface that secures the valve 
prosthesis in a body channel by abutting the body channel. Anderson never 
shows that the tubular means is a resilient material. Rather, Andersen simply 
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states that the cylinder surface is closed by a "suitable material." See Andersen, 
col. 4, lines 3-5. Moreover, Andersen has no suggestion or motivation to make 
the cylinder surface a resilient material. In view of the foregoing, the rejection of 
claim 25 under 35 U.S.C. §1 03(a) should be withdrawn. 

Claims 26-27, 31-33, and 52 depend from claim 25 and all of these claims 
recite subject matter that is neither taught nor suggested by the cited art. In 
addition, these claims are patentable in view of their dependence on claim 25. 

If the Examiner has any questions regarding the foregoing, she is cordially 
invited to contact the undersigned so that any such matters may be promptly 
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,,,, y: • A GENUINE MERWAM-W^ 

The name Webster alone is no guarantee of excellence. If is used by a 
number of publishers and may serve mainly to mislead an unwary buyer. 

fMerriam-Webster™ is the name you ..should look for when you consider 
the purchase of dictionaries or other fine reference books. It /carries the 

i reputation o£a company that lias been publishing since 1831 and is your 
assurance of quality and" authority. 1 



Copyright <§fi99ti by'Mernam-WebsterV'lncor.porated§ ' * : t 
Philippines Copyright 1996 by Merriam- Webster, Incorporated 

Library of Congress Cataloging -in Publication Data 5 
Main entry under title: 

Merriam- Webster's collegiate dictionary. — 10th ed. 
p. cm. 
Includes index. 

ISBN 0-87779-708-0 (unindexed : alk. paper). — ISBN 0-87779-709-9 (indexed : 
alk. paper). — ISBN 0-87779-710-2 (deluxe : alk. paper). — ISBN O87779-707-2 
(laminated cover). 

1. English language— Dictionaries. I. Merriam- Webster, Inc. 
PE1628.M36 1996 , . r 

423— dc20| : $ 9*36076./ ' 

i ;. -.. k -.; ■-.}• r- C ip •'' - 



Merriam-Webster's Collegiate® Dictionary, Tenth Edition principal copyright 1993 
COLLEGIATE is a registered trademark of Merriam- Webster, Incorporated 



All rights reserved. No part of this book covered by the copyrights hereon may be 
reproduced or copied in any form or by any means — graphic, electronic, or mechani- 
cal, including photocopying, taping, or information storage and retrieval systems — 
without written permission of the publisher. 
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country \ kan T trS\ n, pi countries [ME contree, fr. OF comree. it. 
J^J-^nf/iHla. ir- .L contra against, on the opposite side] (13c) 1 : an 
indefinite :usu. extended expanse of land regTon "2 a : thflana o U 
Wtlrrito?; ^'^o^ citizenship b : a political sUteo?naSo2 
mipv I" rlJ 8 : the People of a. state or district : POPULACE b 
5- r^nr^rovh^ RATE2 V- ruf 2 I as distinguished from urban areas 

2 . W tLffi * * ° f ' ' eIatin fi to, or characteristic of the country 
oouStrv <JZ F^lTSCU? a decorative. style associated with life'in the 
coun^ <an En^ghsh ~ look); a Jo : possessing a style of rustic simplic- 
WoLdu^fZ L£s : -V****?* ° r processed with farm. supplies arid 
Su^nfuslr^gerf) 1 ° ' rC,at,nfi to; sui Wf for ' or.featuring 
Turibmive n u J se WeStern " ° 96G) ' usu. hyphenated^ 

^D^e C h^Z US6 V 5 8 suburba " club for social life and recreation; 
co£n trvJi a 8 \%? U co H rs i — V su hyphenated in attributive rise 
Fnoi;th y J danC? Vk3n-tre-,dan(t)s\ n (1579) : any of various native 

danc f, s ,n wh,ch , Partners face each other esp. in rows ' ' 
ow^r nf? entle r ,an " ^ 16 5 2) 1 : a w e»,to-do country resident : an 
C oSrv h^ OUnt 7 I f? te L 2: of the English landed gentry 
CoSmtTv ^SJ^A" 4 ?- a ^Pu s e a ndesp : a mansion in the country 
coun-try-man XTcan-tre-man, 3 often -,mari\ n (14c) 1 : an inhabitant 

count^o?m,;^£ rfTOU - ri ^- ^ * compatriot 3.: "one™ JSJS S 
country or marked by country ways : rustic 

country mile « (1950): a long distance . , 

^7tfffftii7?i ) - ?!! ^ , ?i C x d ^ ri ^ d from or imitating the folk 

5^5? U wfS2oV S ' or of the Western cowboy 
country rock n (1968): rockabilly ■ - 

SJS' ■ f»i ht an -rt">«y " H 583) : a house or estate in the cbuhtry 

SS^r S,d ^" m27) 1 : 3 ^al area; 2 : the inhab* 

coun..ty.wide ^ V^n-tre-'wIdX ^ (1915) : extending throughout; a 

cotin.try»woin an Vkan-tre./wu m 3n \ n (15c) l a woman com pa 
« tn0t } ' X woman resident of the country ' ' " compa 

•coun-ty \"kaun-te\ n. p/ counties [ME count'e fr MF con^' fr Mr 

cxiuNTj U4cj 1 : the domain of a count 2 a : one of the territorial 
live unit in various countries — county ddj - aaministra- 

S7v«Tt! hil a fair usu held annually aVa set location in =a 
J%£?31 ?HPiJ2* xhl W^ 1 agricultural products and livestock s 
) : the territory of a count palatine *"-' ' 
a town that is t\\r> cmt #.>«....»... a. — _ 



coup/e chapters are pretty good P Ft un.- U Ml 

a coup/e wagons for hire —Garrison K^Vi 1 ' 5 "^)^ 
used .with periods of time <a coupfew^ 
. hundred) <a couple dozen). ^ib^AWSSS 
cou.ple-ment Vk^pal-msntV h IMF - -'Y**'* tMHth 

fr. copu/a] ( I 548) a«fc fl ic : the act or r«iif t^^^SBJll 
cou.pW .N'k^p^M^ n (1552° 'Vone tKi^*«8wB 
ance on a keyboard instrument by WhSch^K^SwBPB 
nected.to play together • W -■H5S»SEflfeopffla 

-^>P!*\ " C^ F ' dim. of cop/e] (VarfWW™ 
r^^Ssion^ 

coupling \;ka-plin (usual for 2), -pi-lin\''ii /i-^^Sfe-^ ™™ 
mg oncoming together : pairinoTS?^" U&Pp%S8B 
that serves to connect the ends of aoTacehfS^H? °^ 
joining of or the part of the body KuSnff $$£§ h *W&$ 
forequarters of a quadruped 4: a means bfll^fi^^i'wSS 
electnc circuits bv ha vine a n*r* n^!^\? S ^^S?fmniaSS& 



:. : . - "wu K wn ^ ; a iorm SU1 

vice, or accommodation: as flT^eofl^k S^^ 
: cer tiftcates often to be detached and " lSiiigd^2a^3HL 
or form authonzing purchases of rationed ^™ ^^^ b £tH38 
cate of similar evidence of a^u^S^c^bTe^^^J^S 
part of a pnnted advertisement to be£m ^ff?o ffiuJSSSff™ 

SSs- 0 °> tain a dj . sc ount on iS£^^sgi»P 

^oS^^u^ U ^ n,0 --^ uA * ° 954) - : the distrifefeT 
cour.age \'k3r-ij, 'k; 
— r . more at heart] ( 
..vere, and withstand u«n K cr, icar, or auncultv ^V.^Iy-^a 
syn courage, mettle; spirit, resolution ■ 
.moral, strength to resist opposition, dan gerfb^ 
imphes firmness of riiind and will in the face M^SlS^S^pM 
difficulty <the courage to ■uppS^^SS^^JtoS^ii 

and resilience <a challenge that will test your me«/e>'SPWTTi£^S 
gests a quahty of temperament enabling ohV to h6M^e$SSfH9 
up one's morale when opposed or threatened ^ <her ^f^fl^ 
^n y H?/lY. rC> - ■ R f Sf M-tmoN stresses firm detOTi&15'o?7o^SSai 
enos^the resolution of pioneer wom^-n^ TPMA^wS^^S^fli 



.,. \"tiu.iu mcir oeueis with great tenacitv} " " 

W^ B f A ;? S V ^ a - j0SVc *, (14c > : - havirig or chafacie^u y ™.« 
age . brave — cou-ra-geous-ly adv — cou.ra.eeous.ne^#^SI 

5 ! S2L^ V. a . d K c ? ? f ItaJian o"ei n marked by quick mnnmg^u^M 
co£^ 

^^d^of^a 0 ^ ^ a " F ^ Ch 

cou-n-er Vkur-e-sr, •k^r-e-, Tc^re-X n [MF courrier fS&tf MM 
of a diplomatic service entrusted with bearing messages ; 1T-3)?S1 
fr S E 8e a8Cnt trans I erri ng «cret informa^iSn ^STf^BSK^ 
riAoor*'^ w \^cu-a3-v|.t---co«p de' grace-lit stroke of merr-vi l« • a c .; a member pf the armed services whose duties^induSs 

■JiSSnJ- li 3 dCat 5 b J°^ or ^ hot a dministlredf d "end E th? su° S « D ' y ^H«t'c' nf ° , 7 iat,0n ; ° r SuppIies 2 : a traveler's pa,-d §tS 
one mortally wounded 2 : a decisive finishing blow^ act "dr event if? ' a ^if^ 818 .? u,de employed by a travel agency • 

s°trokeUl758)" pl c ??*f de'm^Kx [K l^hand tS5K V 2&( mS^ i" ^ fr OF ' fr ' L ^ ^ cu^M 

.l..°- k jli!7f 8) : a sudden attack in force- ' : more.. at car] (!4c) 1 : the act or action of moving in a,. path' f^ 

a S a s • r a^course 1 h P m ? hich SOm f thine moves ? of 

a " ra cecourse b (1) : the direction of travel of a vdu£k!faf9 

* the nr a !2 S U f meaS1 f re ?.f s a cl ockwise angle from nor^hSj 
lxSPf?teft5fi? ¥e l-.- (2): a point of the compass c^wAraM 
SVr?n VVhl GOLF course 3 a : accustomed procedure or^onSI 
S f °"J£ v e i? W ^ 3kln / g ltS ~> b ; a chosen manner of coriductuVgonJ 
twL y °1 aC f mg <our w,sest ~ is to retreat) c .(1) : .progra&ii 
' • *S^™^?SS?V r or a series of acts or^evfeoil 

. life history, career 4: an ordered process or succession: 'as"i«Ul 
• matter dealine witK n cnhiwt- nJmrilukl 



-wwMtnj ta^. IU CAfll Dl [ IO< 

cSJInS feaf'^fsm! 50 ' V lne "fntory^of a count palatine : ' 

uovyj 1 : a death blow or shot administered'.^ ^h.+k- L lJ 

one i 

coup-.w ...«in \- ma"\ n, pi" coups de 

stroka(:1758) : a sudden attack in force- : 7 - , --— 



oTtheatert U747) "l ^T^St^"^'^ fW',* lit., stroke 

^.rtrfS ^iil i, 1 : a su< *<ien sensational- turn in a - play; also - a 
cX^W \kU C '^°MSv m ° fi r ents 2 ^ theatrical sSSeW ^ * 
We^(l\%^. r nrie??u^ 
~T^rike?(?^l Vk ';- ,pa> f 2 'kjiPV n-tP'cbupe/.fr.- pp. of coupe, to 

»cou.ple Vka-paix v6 coii.pled; cou-pling V-p(a-)lin\ rdw „ 



n,»UK^; il:; K t : an °roered process or successio ^ 

SST'13 r r «?y^2f rCS ° r ' other matter dealing with a subject; alxrf$*& 
^^«f 3^^"^^° nStltut,ng a curriculum <a premed <r)ifeS 
1 1 '' L i r r ► 1, v t tt qri ni * ,i»,.„ ' il " ; ~-nted'"peno3 



th 

people^evi 
tion about 

in the ass ^^ l M iaK ^ 
reliable companion 
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3 coupleoaj(I924) : two, also: few— used with a Ca ^ hh„m 
usage The adjective use; of a coupler without of hlTh^ ^i^ 




' siri«AfHftc courses - constituting a curriculum <a . premed 
T ZlS^ti ° r m f d,catl ons administered over a designated-peH6a% 
fev e f r^L L u"^ SerVed at on ^ time b ; laver; esp : a cbnrihudu»i 
on I co,™ L or maso . n ry throughout a wall c : the Ibwestsoli 
pn^a square-ngged mast — in due course : after a normal passageflfl 
time : m the expected or allotted time — of course 1 : follownEhel 

2oni m K a i y A ay ° r P ro ^ dure 2 as might be expected 

pSp 2T re ^ cours-ing v: ?15c) . aTio follow close^i 

•;f H 2 u f E ? ■ ; to hunt or pursue (game) with hounds b : to cauKl 
(dogs) to run (as after game) 3 : to run or move swiftly throuMrH 

■ the veins) ° r 35 8 a " md,cated P ath < b, °oo coursmg thrb^ 

course of study (1 78 1)1 : curriculum 2 : course 4a *>!&i 
run J ( 1 4c) : a swift or spmted horse : CHARGER 1 
2 ?° H U ^ r w " (, 60°) 1 : a dog for coursing 2 : one that co'u^l 
.: huntsman 3 : any of various Old World birds (subfamily Ox : M 
soninae of the family Glareolidae) noted for their speed in rSng.^P 

cSSrsfnoT(l\YRv T r ^ 6rS " ^ erV , w (1972) : edu^Uona?softwlf 
coursing n (1538) 1 : the pursuit of runn ng game with doRs-tHati 

follow by sight instead of by scent 2 : the act of one that courS ; SSI 
»court \W, 'kom often attrib.W* I h OF?l ? L JSSK^BWI 

enclosure, group, retinue, cohort, fr. co- -f- -hort- -hors (akin to fe^ 
.gard S ) - .moreatYARDH12c) I a : the resident or S HshSl 
i °{ a sovereign or similar dignitary b : a sovereign's formal asseVriblji 
v of councillors and officers c : the sovereign and officerTand ISvisersl 
, . who are the governing power d: the famify^and IretiSfof a soVe^ 
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